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Stephen E. Haynes, Ddlas, TX, for petitioners.
David L. Terzian, Washington, DC, for respondent.

DECISION
MILLMAN, Special Master
Petitionersfiled a petition on December 2, 2002 under the Nationa Childhood Vaccine Injury
Act, 42 U.S.C. 8 300aa-10 et seg., aleging that their daughter Lauren Kincaid (hereinafter, “Lauren”)
suffered an on-Table encepha opathy after recaiving acdllular DPT vaccine. At the hearing on October

21, 2003, petitioners added the dlegation of causation-in-fact encepha opathy.

Tedtifying for petitioners were Lauren’s parents, Jennifer and Scott Kincaid, Dr. John D. Dunn,
and Dr. Steven Bauserman. Testifying for respondent were Dr. John MacDonad and Dr. Lucy B.

Rorke.



FACTS

Lauren was born on September 5, 1999. The nuchal cord had been wrapped around her
twice. Med. recs. a 2. She had cerebral anoxia at birth and, after MMR vaccine on September 5,
2000, she had afebrile seizure six dayslater. Med. recs. a 1, 8, 70, 92. Mr. Kincaid had epilepsy as
achild, but was not placed on medication and had not had seizures since childhood. Med. recs. at 12.
Lauren's temperature after MMR had reached 104° and she was hospitdized for fever and lethargy on
September 11, 2000. Med. recs. at 92, 109.

At her 15" month check-up on December 5, 2000, Lauren received hepatitis B, DPaT, and
HiB vaccines. Med. recs. a 79. She was prescribed Motrin and Tylenol for teething and it was noted
that she did not say alot of words. 1d. She had athree- to six-word vocabulary, spoke jargon,
walked aone, climbed, used a spoon, found hidden objects, held and drank from a cup, fed hersdlf
with her fingers, followed smple commands, and scribbled spontaneoudy. Id. Her head circumference
was 49.5 cm., which put her in the 95 percentile. Her weight was 23 pounds, 8.8 ounces, which put
her in the 65" percentile. Her height was 32 inches, which put her in the 88" percentile. 1d. The
record noted that Lauren looked grest. 1d.

Lauren gppeared norma during the evening of December 5, 2000 and the day of December 6,
2000. On December 6, 2000, she was put to bed at 7:00 p.m., but awakened with awhining cry at
11:00 p.m. Her parents gave her Motrin for teething. When they returned to Lauren’s crib at 8:00
am. on December 7, 2000, they found her blue and unresponsive. Med. recs. at 62. Paramedics

pronounced her dead at the scene. 1d.



Dr. Nizam S. Peerwani performed the autopsy on December 7, 2000, at 12:45 p.m. Med.
recs. a 70. Hewrote she had a sudden death with acute, global, severe bilateral pulmonary vascular
congestion, with acute cerebra edema. 1d. Her brain weighed 1268 grams presenting severe
congestion of the leptomeninges. The cerebrd hemispheres reveded anorma gyrd pattern with
moderate to severe globa edema. The brainstem and cerebeli showed smilar changes with moderate,
bilaterd tonsllar notching. Med. recs. a 73. One section each of the cerebra cortex, brainstem, and
cerebellum revealed prominent congestion. Med. recs. at 75.

Other Submissons

Because respondent asserted that Lauren had suffocated, the undersigned issued an Order
dated October 2, 2003 for Dr. Peerwani, the pathologi<, to answer whether, during his examination of
Lauren during the autopsy, he had checked to see if she had suffocated and, if so, what was his
conclusion. On October 14, 2003, petitioners filed Exhibit 15, aletter dated October 7, 2003 from
Dr. Pearwani. He stated:

Suffocation produces degth by asphyxia. Etymologicaly, the word * asphyxia’ means
“dbsence of pulsation,” dthough in common usage it implies“lack of oxygen.”
Suffocation may be produced by smothering, where the facid orificesincluding the
mouth and nogtrils are closed by a mattress or pillow by a steedy force. The objective
findingsin such a death may be florid or sparse depending upon the resistance offered
by the victim, and may include contusions or aorasions of protruding facid structures
including the forehead, nose, etc. accompanied by injuries of mucosa surfaces of the
mouth due to compression of these surfaces on teeth. There may dso be facia
congestion and cyanoss, petechia (pinpoint) hemorrhage of face, surfaces of the eyes
and eydlids (bulbar and papebral conjunctivae). Smothering may aso be produced by
gopplying aplagtic bag over the head, in which case, there are no sgnificant anatomica
findings. Hence absence of anatomic findings cannot rule out the possibility of
smothering. Suffocation on the other hand may be produced by bedding items
occluding externd airways, including nostril and mouth.  Large number of infants and
children deep face down and athough thisis consdered arisk factor in Sudden Infant



Degth Syndrome, for infant[s] one month to 12 months of age, it is not so for older

children.

In summary, there are no objective forendc findings to suggest that the deeth of Laurens

[sc] M. Kincaid is due to suffocetion.

Initidly, the reports of medical investigators stated that Lauren had died from aseizure and dso
suffocated under her crib bumper pads, depending on which report oneread. P. Ex. 11, pp. 1, 5, 8,
12. Presumably, medica investigator John W. Looper with the Tarrant County Medica Examiner’s
Office was the source of the information that desth was due to accidenta suffocation from the crib
bumper pads. P. Ex. 11, pp. 8, 11.

Petitioners filed an affidavit from John Looper, dated October 6, 2003, that he saw Lauren
lying face up on the floor insde the front door of her resdence, and not in her crib when he arrived a
the scene and that he does not recadl ever telling anyone that Lauren had crawled under her crib bumper
pad and suffocated. He states he does not know what the cause of Lauren’s death is and he does not
know if she was up againgt her bumper pad nor does he recall anyone telling him this. His own report
does not indicate she was found against the bumper pads in her crib. He states that in 38 years of
experience investigating deeths, he does not ever recdl investigating a deeth where it was ultimately
determined that a child of Lauren’s age and size suffocated against a bumper pad of acrib. P. Ex. 19,
pp. 1 and 2.

In his Investigators Report attached to his affidavit, John Looper writes that Mrs. Kincaid
discovered Lauren at 8:00 that morning lying face down on the bed with her face againg the left-hand

corner of the bed. Mrs. Kincaid removed Lauren from the bed and took her into the living room where

she was when investigator Looper arrived. P. Ex. 19, p. 4.



On October 20, 2003, respondent filed Exhibit J, an excerpt from Adverse Effects of Pertusss

and Rubdlla Vaccines, Indtitute of Medicine (IOM) (1991), pp. 88-91, which includes the following

statements, at 88, 89:
Thedlinica presentation, naturd course, and pathology of encephaopathy following

the natural occurrence of pertussis are relevant to the discussion of encepha opathy

following pertusssimmunization. ...

Findings are generdly nonspecific and include brain edema.... “Toxic effectsand

anoxemia due to circulatory stas's can account for most of the anatomica findings....

[citing an author who wrote the most comprehensive review in the English-language

literature

Because respondent’ s expert pediatric neurologist Dr. MacDondd raised for the firgt time at
the hearing the issue of whether Lauren had cerebral edema because her head was macrocephalic, the
undersggned gave petitioners the opportunity to supplement the record after the hearing from ether or
both their expert witnesses. Petitioners submitted Exhibit 20, the affidavit of Dr. Bauserman, dated
October 22, 2003.

Dr. Bauserman States that the fact that Lauren was macrocephaic with a head circumference of
49.5 centimeters at 15 months of age cannot explain her brain weight at degth of 1268 grams. He
believes her brain weight at death was greater than 20% above normal because her expected brain
weight would be in the upper range of 1,000 grams. “Thereis sgnificant variation in skull thicknesses
and configurations which render the head circumference unreliable in predicting brain weight....”
Paragraph 2 of Affidavit. In addition, Dr. Bauserman states that macrocephaly does not
necessarily mean alarge brain since thick skull bones done may explain alarger circumference.

Referring to Dr. Rorke' s testimony that in order for someone to die of cerebral edema, he or

she must have brainstem edema or herniation, Dr. Bauserman disagreed in part. He has personally



seen degths gpparently resulting from cerebra edema without grosdy sgnificant brainstem edemaor
documented evidence of herniation.

Respondent requested and received permission to respond to Dr. Bauserman's affidavit. On
October 24, 2003, respondent filed ExhibitsK, L, and M. Exhibit K is Dr. Rorke' s responseto Dr.
Bauserman's affidavit. She dtates that atable of organ weights that she uses gives a mean brain weight
of 1064 grams for a child with a head circumference of 49 cm. Shefinds skull thicknessirrdevant. In
cases involving cerebra edemawhich is not the cause of degth, there would not necessarily be evidence
of herniation.

Respondent’ s Exhibit L is Dr. MacDondd' s response to Dr. Bauserman'’s affidavit. He states
that Lauren’s head Size at degth at the age of 15 months was the same as the average head sze for a
four-year-old girl. Because she was macrocephdlic, her brain weight would be expected to be 1243

gms, and, therefore, her actud brain weight at death of 1268 gmsis within the normal range.

Respondent’ s Exhibit M is an excerpt referred to during the hearing from The Diagnosis of

Stupor and Coma by F. Plum and J.B. Posner at page 48 referring to tonsllar herniation: “Variationsin

the norma degree of grooving make it difficult to interpret cerebelar impaction of tonsllar herniation at
the autopsy table unless changes are extensve.”
TESTIMONY
Scott Kincaid, Lauren' sfather, testified first. Tr. at 13. He stated that Lauren seemed fussy
and irritable at around the time of her DPT vaccination, but she had four teeth coming in and he and his
wife assumed her symptoms were due to teething. Tr. at 17. He and hiswife went to Lauren’sroom

when they heard her crying at 11:00 p.m. Tr. a 18. It was unusud for Lauren not to deep through the



night. 1d. They felt her to be warm and gave her Motrin. Tr. a 19. Lauren seemed lethargic to him,
which he ascribed to her being tired. Tr. at 20. She did not sit up or stand up in her crib when they
entered, as she ordinarily would have, and they kept the light off in her room in the hope of her returning
todeep. Tr. at 19.

On December 7, 2000, Mr. Kincaid was eating breskfast at 7:30 am. and Lauren sill had not
risen, which was unusud for her. Tr. a 20. Mrs. Kincaid dept until 8:00 am. and went into the
kitchen to yd|l a her husband for letting her deep late when they had an appointment to go to the
Gymboree. Tr. a 21. They thought it odd that Lauren had not stirred, went to her crib, and found her
dead. Mr. Kincaid said that Lauren’s forehead and nose were down on the mattress, her behind was
up, and shewas on her knees. Id. Thiswas a position he had seen her in before. Tr. a 30. He
testified that Lauren’s mouth was not on the mattress. The angle of her back prevented her mouth from
completely touching the mattress. Tr. at 313. The mattress did not sedl al of Lauren’sair passages.
Id.

When Mrs. Kincaid, who was pregnant with twins, lifted Lauren out of the crib, they saw that
Lauren had a purple spot in the middle of her forehead and her fingerswere blue. Tr. at 23. Shewas
wearing Carter’ s pgameas, but without any attachment for the feet. Tr. a 28. There was no pillow or
toy in the bed and the blanket was undernesth and beside Lauren. Tr. at 21. She was not under her
bumper pad, and she was not wedged into any corner of the mattress. Tr. at 23, 24. Mr. Kincaid
gated, in answer to alater question about macrocephay or large head Size, that he, hisfather, and his

brother dl have large heads. Tr. at 181.



Mrs. Jennifer Kincaid testified next. Tr. at 36. Her testimony was consstent with her
husband’'s. Nothing was obstructing Lauren’s face or mouth when she picked her up. Tr. at 47.

Dr. John D. Dunn, board-certified in family practice and emergency medicine, testified next for
petitioners. Tr. at 52. Heisthe medicd director of the emergency department at Brownwood
Regional Center and the local hedlth director of the Brownwood Health Department. Heisaso an
emergency physcian a Darndl Army Community Hospitd. 1d. Heisin charge of vaccinations for the
county. Tr. at 82.

He stated that an acute encephdopathy can lead to death and is invariably the fina mechanism
for death. Tr. at 55. Usudly tongllar notching is a pretermina event. Tr. at 56. Someone with tongllar
notching and cerebra edemawill have an increased intracranial pressure. Tr. & 57. The amount of
cerebral edemain this case was severe. 1d. |f someone has severe cerebral edemaand tonsillar
notching, he or she would aso have a Sgnificantly decreased level of consciousness. Tr. a 58. A
patient with cerebdlar notching is severely obtunded and pretermind in dmogt dl clinical Stuaions. Tr.
a 59. If onedid not try to arouse the patient, only someone well-versed in medica science would
know the difference between someone with a significantly decreased leve of consciousness and
someone who was adeep. 1d. Someone who had tonsillar notching and severe cerebra edemawould
gradudly lose the ability to breethe, experience hypoxia, and eventudly anoxia. Tr. at 60.

Lauren's cerebral edemais irrefutable evidence that she had an encephaopathy. Tr. at 63.
The encepha opathy caused her death. Tr. at 64. A toxic immune process created swelling of her
brain cdls and tissue, increasing the intracrania pressure and ultimately causing enough pressure on her

vitd brainstem centers to cause them to mafunction so that she stopped breathing. Tr. a 65. Cerebrd



edemais not characterigtic of death by suffocation unless the patient has suffered a sub- or pre-lethd
asphyxiation and then is revived for a period of time long enough for cerebra edemato develop. Tr. a
68. The hypoxia here occurred as aresult of the encephaopathy rather than asacause of it. Tr. at 69.
Y ou would have to have an absolute sedl of the nose and mouth to cause suffocation, and a blanket or
bumper pad will not suffice. Tr. a 71-72. A person’s unconscious reflexes keep him or her bresthing
when he or sheisadeep. Tr. a 71, 77.

Dr. Dunn’s opinion isthat Lauren did not die from suffocation because achild even at the age
of two months can move her faceif her arways are blocked. Tr. a 72. Lauren died because her brain
swelled to the point where she did not have the reflexes to keep breathing. Tr. at 73, 77-78. An
increase in intracrania pressure causes tondllar notching so that the brain is starting to herniate through
the foramen magnum, which is the hole in the skull at the bottom where the brain has to go when the
pressure increases too much indde the skull. Tr. at 95-96.

He opined that Lauren had an encepha opathy which affected her ability to respond normally
and resulted in asignificantly decreased level of consciousness, such that she did not move her head to
be ableto breathe. Tr. at 73. First came the encephal opathy and then the hypoxia. Tr. at 69.
Concomitant with tongllar notching and cerebral edemaisincreased intracranid pressure resulting in her
death. Tr. & 95. Dr. Dunn charged nothing for histestimony, and believesthat thisisthe type of case
Congress intended to be compensated under the Vaccine Program. Tr. at 86.

Dr. Steven Bausarman, board-certified in neuropathology and anatomic and clinica pathology,
testified next for petitioners. Tr. at 103, 104. He practices anatomic clinica pathology and

neuropathology. Tr. at 104. He has about 30 years experience as a neuropathologist. 1d. He has



done 10,000 autopsies. Tr. at 122. He opined that Lauren had an encephaopathy which affected her
ability to move her head and breathe normdly, resulting in asignificantly decreased leve of
consciousness. Tr. at 116, 122, 125, 136. Lauren’s brain was swollen 20 percent above normal. Tr.
at 118, 123. Her cerebrd edemaand tonsllar notching must have been accompanied by an increase in
intracranial pressure which resulted in her death. Tr. at 106, 107, 108, 113, 114, 115, 128. Lauren
was not mechanicaly obstructed in her airways that her environment would have promoted hypoxemia
and she did not have physical signs of suffocation such as petechiae in the eyes and on the membranes
of thelungsand heart. Tr. a 109, 125. Her degree of brain swelling, which he consders very
ggnificant, was quite compatible with causing death. Tr. at 121, 122, 129. He has seen many casesin
which thereis cerebelar swelling but no brainstem sweling, yet the patient dies an encephadopathic type
of death. Tr. at 129.

Tedtifying first for respondent was Dr. John MacDondd, a board-certified pediatric neurologist.
Tr. a 139. He hastedtified for repondent for 11 years, and including vaccine and other cases, has
been involved in 200 cases. Tr. at 164-66. Ten percent of hisincome is derived from his participating
as an expert witness. Tr. a 166. Dr. MacDonald testified that there was not a clinically-diagnosable
acute encephaopathy in this case because the records do not note any clinical signs. Tr. at 142, 151,
167. He said that acute encephdopathy isaclinica diagnoss, and because nothing in the records he
reviewed showed symptoms such as an dtered menta state, he does not think Lauren had acute
encephalopathy. Tr. at 143.

He opined that Lauren died from SIDS or a SIDS-ike illness (SIDS-like because SIDS

generdly occurs to children six months and younger). Tr. at 153, 155, 159, 160. He dso thought she
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did not have cerebral edema (and thus no increased intracranid pressure) because her head Size was
macrocephdic. Tr. a 147-48. He thought her tonsllar notching could be anorma variant. Tr. at
149-50, 151.

Dr. MacDonad on cross-examination stated he does not dispute Dr. Peerwani’ s pathological
findings of cerebrd edema and tonsllar notching. Tr. at 169, 196. Thereisnot awholelot of roomin
any of our brains for much brain swelling. Tr. a 174. There probably was some edemahere. Tr. a
182. He agreed that if Lauren had tonsillar notching due to cerebra edema, she would also have
increased intracranial pressure. Tr. at 184. He denied that increased intracrania pressure was a
clinica sign even though the Vaccine Act statesthat itis. Tr. at 185, 186, 187, 189. But, when the
dtatute was read to him, he stated that one would have to measure the intracrania pressure with
monitorsin order to makeit aclinical sgn. Tr. at 191-92. Even if someone were monitored and did
have increased intracrania pressure, he would not conclude there was an encephal opathy without
clinicd 9gns. Tr. a 195.

Dr. MacDonad concluded that he did not know why Lauren died. Tr. a 204. He cannot say
that it is more likely than not that she died from suffocation. Tr. & 206. He would expect ordinarily
that a 15-month-old would move if she were in a Stuation where her breathing was compromised. 1d.
If she had an abnormd leve of consciousness, she might be limited in her ability to extricate hersdlf, and
if there were asgnificant encephaaopathy, Dr. MacDondd would expect she would be limited in
protecting her airway and would not be able to move around successfully. Tr. a 206-07. Hethinks
Lauren had hypoxiafirst but for some unknown reason, and then encephaopathy secondary toit. Tr.

at 207-09. He put the encephal opathy second and not first because the medical and other notes do not
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record clinical dgns. Tr. a 210. Y ou would suspect that a child is not normd if a 15-month-old did
not turn her head or move if she had a problem bresthing while lying on amattress. Tr. a 212. He
would suspect something most likely was abnormd in her brain. Tr. at 213. SIDSisnot atypicd
diagnosisfor achild over the age of oneyear. Tr. a 214. He agreed that a Lauren’stermind event,
she would have had a sgnificantly decreased level of consciousness. Tr. a 157.

Dr. Lucy B. Rorke, a neuropathologist, testified next for respondent. Tr. at 218. Sheis board-
certified in anatomical pathology and neuropathology. Tr. a 218-19. Sheis senior neuropathologist at
Children’ s Hospitd and the neuropathologist for the Philadephia Office of thte Medicd Examiner. Tr.
at 219. She has been practicing pediatric neuropathology since 1962. Tr. at 220. She does not
believe that either whole-cell or acdllular pertussis vaccine causes encephaopathy. Tr. at 269-70. In
her 45 years of experience, she has never seen a child whose death resulted from vaccination. Tr. at
271. She has never seen amorphologica counterpart to vaccine encephaopathy. Tr. a 276.

Dr. Rorke' s opinion is that Lauren suffocated because of the pogition in which the Kincaids
found her in her crib. The purple spot on her forehead indicates she had been in the face-down
postion for acondderable period of time, at least a half-hour or an hour. Tr. a 222-23. Her lungs
together weighed 235 grams but should have weighed only 130 grams, indicating a marked increase.
Lauren died with acute severe pulmonary edema, meaning a significant compromise of her cardiac
function, impeding the circulation in her body and indicating afaling heart. Tr. a 224. Her spleen and
liver were significantly congested. Her brain weighed 1268 grams, whereas normal should have been

1000 to 1100 grams. She had severe congestion of the leptomeninges, meaning that her blood vessels
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in the subarachnoid space were markedly congested due to interference, smilar to the problemsin the
lungs and other organs. Tr. at 225-26.

She faults Dr. Peerwani for not completing his description of Lauren’s brain to include the Sze
of the gyri, the sulci, and the unci on the undersurface of the brain, and the gppearance of the
perihippocampa gyrus. Tr. at 226-28. He does not describe the size of the ventricular system. Tr. at
228. That Dr. Peerwani describes the ventricular system as symmetrica and containing clear cerebrd
spind fluid suggeststo Dr. Rorke that the cerebral edema did not compromiseit and was not clinically
sggnificant. Tr. at 228-29.

Dr. Rorke stated that Lauren’s cerebral edema was not sgnificant enough to have caused her
death. Tr. at 230. Shergectsthat Lauren had anincrease inintracrania pressure. Tr. at 231. There
IS no evidence of a severe cerebellar pressure cone from herniation due to intracrania pressure. There
isno bran swdling. Id. Lauren died because she did not get enough oxygen to her heart and brain, her
heart failed, and her circulation dowed, leading to severe congestion and mild cerebral edema and
moderate tonsllar notching. Tr. a 232.

Dr. Rorke does not use the word “ encephalopathy” as a neuropathologist. Tr. at 233. She
aways uses a descriptive adjective before saying encephaopathy, e.g., anoxic encephaopathy. 1d.
Lauren had a moderate cerebellar pressure cone and meningeal congestion. Tr. a 235. Dr. Rorke
attributes Lauren’ s suffocation to positiona asyphyxia. She thinks the mattress sealed her nose and her
mouth. Tr. a 238, 239. She thinksthe cyanosis developed in ten to fifteen minutes, but that the dying
process lasted afew hours because of severe congestion to the vitd organs. Tr. a 241. Dr. Rorke

thinks that Lauren could have had a hypoxic condition or a partid asphyxiawhich caused coma, but she

13



may have been getting some oxygen because her air passages were not completely obstructed. Tr. at
242.

She considers SIDS to be adiagnosis of the desperate. Tr. at 248. No pathologist would ever
diagnose Lauren with SIDS because she has too much pathol ogy—severe viscera congestion, severe
cyanoss. Tr. a 248. In no way would Lauren fit into the category of SIDS. Tr. a 249. She neither
accepts nor deniesthat Lauren had cerebral edema because Dr. Peerwani’ s description was
insufficient. Tr. & 252. Her opinion then isthat the hypoxia caused Lauren’s brain and heart to fail,
leading to her death. Tr. at 254.

Dr. Rorke admitted on cross-examination that Lauren might not have waked up if her brain was
not functioning properly. Tr. & 265. We do not know why Lauren did not extricate herself from her
deeping pogtion. Tr. a 266. She does not diagnose encephaopathy because it isaclinica diagnoss.
Tr. a 272. Lauren may have had some mild cerebra edema. Tr. at 279. She died from respiratory
falure. Tr. at 284.

DISCUSSION
Petitioners have the burden of proving an on-Table encephdopathy.! Petitioners dlege that

Lauren had the Table injury of acute encephal opathy within Table time (72 hours) of receiving acdlular

1 The undersigned finds that the evidence of a causation-in-fact encephalopathy istoo week in
this case to satisfy petitioners burden. The symptoms of fussiness, low temperature, and lethargy are
S0 generic as to be equdly attributable to the vaccination as to teething. The undersgned has
previoudy held, inter dia, that acdllular DPT caused encephaopathy leading to deeth. Williamsv.
Secretary of HHS, No. 00-123V, 2002 WL 1488750, *12-13 (Fed. Cl. Spec. Mstr. June 20, 2002).
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pertusssvaccine. If their dlegation is successful, they benefit from the statutory presumption of
causation. 42 U.S.C. 8§ 300aa-14, as modified by 42 CFR § 100.3(b)(2)(i))(A), states:

For children less than 18 months of age who present without an associated
seizure event, an acute encephalopathy isindicated by a sgnificantly decreased
level of consciousness lasting for &t least 24 hours. ...

Section 100.3(b)(2)()(C) states

Increased intracranial pressure may be aclinica festure of acute
encephaopathy in any age group.

Section 100.3(b)(2)(1)(D) sates:

A “sgnificantly decreased level of consciousness’ isindicated by the presence
of at least one of the following clinical Sgnsfor at least 24 hours or gredter.....
(1) Decreased or absent response to environment (responds, if at all,
only to loud voice or panful simuli);
(2) Decreased or absent eye contact (does not fix gaze upon family
members or other individuds); or
(3) Inconsistent or absent responses to externa stimuli (does not
recognize familiar people or things).

One mugt note that the Federa Circuit in Jay v. Secretary of HHS, 998 F.2d 979, 983 (Fed.

Cir. 1993), hdd, “We can find nothing in the Vaccine Act which precludes death from being used as
evidence of atableinjury, here encephaopathy.” The Federd Circuit then cites 42 U.S.C. § 300aa
14(b)(3)(A) (referring to a change in consciousness over the requisite period of hours [then six, but

now twenty-four]), stating, “Thereis no more profound and permanent change in level of consciousness
than death.” 1d. at 983 n.6. However, there were more signs and symptoms than death in Jay:
inconsolability, prolonged screaming for Six hours, limpness, difficulty arousing, and blueness about the
lips. 1d. a 980. The child's death was attributed at autopsy to SIDS. Relying on the statutory

denigration of unusud crying, anorexia, and limpness as symptoms of acute encephaopathy, the specid

15



magter dismissed on asummary judgment motion. After remand, the dismissal was uphed until the
Federd Circuit reversed and held for the petitioners, stating “ The special master, losing sght of the
forest for the trees, ignored entirdly the fact of [the child’g] death.” 1d. at 983.

Thus, according to the Federd Circuit, the special master must consider the fact of degth
together with the other evidence in an on-Table encephadopathy case. In the ingant action, there is not
only the desth, but the Sgnificantly decreased level of consciousness which preceded Lauren' sfalure to
move her head from the mattress. Thereisdso theintracranid pressure which Drs. Dunn and
Bauserman testified is concomitant with moderate to severe cerebral edema and tonsillar herniation.

Obvioudy, no one saw Lauren have asgnificantly decreased leve of consciousness because
shedied in the middle of the night. But this does not prevent aholding in favor of petitioners because
there is evidence that, had she been observed by appropriately knowledgeable observers, she would
have been discovered to have a Sgnificantly decreased level of consciousness. Anyone who is honest
would recognize that Lauren was going through a condition that attacked her brain as well as her other
vital organs. The testimony of Drs. Dunn and Bauserman that together with her savere brain edemaand
tondllar notching was increased intracranid pressure, dl of which would have produced a sgnificantly
decreased level of consciousness, is persuasive to the undersigned. Dr. Dunn’s vast experience in the
practicd field of dedling with children in both vaccination and emergency Stuations plus his forthright
manner were especialy convincing, and Dr. Bauserman's contribution that alarge head does not negate
cerebral edema, and that brainstem herniation or edema are not essentia for cerebral edemato lead to

degth isadso very helpful.
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In Williams v. Secretary of HHS, No. 00123V, 2002 WL 1488750 (Fed. Cl. Spec. Mstr.
June 20, 2002), the undersigned ruled in another encepha opathy-desth case, in which the only clinical
ggn was fever, that the fact that the child died in the middle of the night did not preclude afinding that
he had, inter dia, an on-Table encephaopathy. The undersgned stated, at *12:

Surely, when Congress enacted the Vaccine Act and the Secretary of the

Department of Health and Human Services promulgated the recent regulations, the

intent behind the descriptions of a Table encephaopathy w[as] of an awake vaccinee

whom others observed. It would be ludicrous to assume that Congress (and the

Secretary) envisoned compensation only for encephaopathies in those fortunate

enough to survive them, whom others observed, but not for those who succumbed to

them a night when they were not observed

The undersigned assumes that no one would be absurd enough to suggest thet if avaccinee has

a Table encephaopathy, but dies before the 24 hours required under the new regulations, that therefore

petitioners should not prevail. Previoudy, in Williams, supra, and in Sword v. Secretary of HHS, No.

90-1491, 1998 WL 957201 (Fed. Cl. Spec. Mstr. Dec. 29, 1998), aff'd, 44 Fed. Cl. 183 (1999),
both casesin which the babies died before the statutory time requirements of 24 hours and 6 hours,
respectively, the undersgned held that petitioners had prevailed in proving on-Table encepha opathies.

The undersigned rules that petitioners have satisfied the requirements for proving an on-Table
encephdopathy occurring within 72 hours of Lauren’s acdllular DPT vaccination because of the
following: (1) moderate to severe edema; (2) tongllar notching; (3) credible testimony that the first two
factors were connected to an increase in intracrania pressure; (4) hypoxia leading to death as aresult
of her encephaopathy.

Under the Federd Circuit’s decision in Whitecotton v. Shaaa, 81 F.3d 1099, 1107 (Fed. Cir.

1996), the burden now shifts to respondent to show by a causation-in-fact standard of proof that a
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known factor unrelated to vaccination caused Lauren’s encephal opathy. Respondent must provide
“proof of alogical sequence of cause and effect” showing that a known factor unrelated was the cause

infact of Lauren’s encephadopathy. Cf. Grant v. Secretary, HHS, 956 F.2d 1144, 1148 (Fed. Cir.

1992). Respondent’s known factor isthat Lauren’s mattress suffocated her because of her position on
it.

Respondent’ s expert Dr. Rorke testified that Lauren’ s encepha opathy and death were due to
suffocation because her forehead and nose were down on her mattress, she had a purple spot in the
middle of her forehead, and her fingers were blue, indicating she had been in that pogition along time.
The underdggned finds implausible that suffocation is the primary cause of Lauren’s encepha opathy for
two reasons. Firg, the undersigned asked Mr. Kincaid if, when he found Lauren, her mouth was
covered by the mattress. He answered no. Secondly, it seems physically impossible for the mattress to
cover both Lauren’s nose and mouth. Dr. Dunn testified for petitioners that the only way to suffocate
someone isto sed completely the airway passages. Moreover, if her brain had been working properly,
Lauren would have moved her head if she were having trouble breathing. That she did not move her
head means that something was dready wrong with her brain, the opinion not only of Dr. Dunn, but
aso of Dr. Bauserman and Dr. MacDonad (respondent’ s expert pediatric neurologist). Except for Dr.
Rorke, who most definitely is biased againg finding any encephaopathic deeth due to DPT vaccine
because she does not believe it happens, al the experts were unanimous that Lauren should have been
able to move her head if her brain were working properly. This establishes, most notably in Dr. Dunn’'s
testimony, that Lauren’s encephal opathy preceded any hypoxia she experienced, rather than the other

way around-that alack of oxygen caused her encephal opathy.
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Asfor Dr. MacDondd's opining at the hearing (but not before) that he did not think Lauren had
much cerebra edema, if any, because she was macrocephalic, her brain weight of 1268 grams at
autopsy was, according to Dr. Bauserman, 20% above norma and Dr. Rorke agreed that she did have
cerebrd edema (dthough she waffled on the issue) and that her large brain was familid in origin Snce
her father, grandfather, and uncle dl have large brains. Her pediatrician put her head size in the 95"
percentile. The undersigned sees no reason to accept Dr. MacDonadd' s theory that she redlly did not
have cerebral edema

Dr. MacDonad s report to the court dated August 5, 2003 (before the hearing) describes
Lauren’s sgnificantly decreased level of consciousness neetly in these sentences (athough, at trid, Dr.
MacDondd inssted that unless someone sees encephal opathic Sgns, no one can diagnose an acute
encepha opathy):

... | think achild of this age would ordinarily be able to extricate herself
from being trapped at the edge of the bed such that suffocation would
not occur unless the child wasin an atered mentd state that impaired
the motor abilities, ...

Respondent filed Exhibit J, an excerpt from the Indtitute of Medicine s discussion of

whooping cough (pertussis) encephaopathy in Adverse Effects of Pertusss and Rubella Vaccines

(1991), at 89:
Findings are generaly nonspecific and include brain edema.... Certainly the effects of
anoxemia (used synonymoudy with asphyxia or hypoxia or hypoxic-ischemic
encepha opathy) have been well described in both preclinical and human investigations.
The IOM dates that the clinical presentation, natural course, and pathology of encepha opathy

following wild pertussis are rlevant in the discusson of encephaopathy following pertussis vaccination.
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They ds0 say that nongpecific findings on pathology include brain edema. Moreover, citing the most
comprehensive review in English-language literature, the |IOM notes that toxic effects and anoxemia
(reduction of oxygen content of the blood below physiologic levels)? due to circulatory stasis can
account for most of the anatomicd findings. That dovetalls quite well with what happened to Lauren.
Thus, respondent’ s own evidence shows that Lauren fits into the pathologic description of a pertussis-
vaccine encepha opathy which includes brain edema, hypoxia, and circulatory stass.

Thisisthe Stuation that tragicaly we find here. Lauren received her acdllular DPT and, within
72 hours, had a moderate to severe cerebra edema, bilaterd tonsllar notching, hypoxia, and
congestion of her brain and viscerd organs, leading to death. As she was knedling on her mattress, a
position she had had numerous times before without ill effect, she experienced a significantly decreased
levd of consciousness, and died in that pogition, producing the purple spot on her forehead, and
cyanogisin her fingers. Dr. Dunn testified that thisisthe kind of case Congress envisoned when it
passed the Vaccine Act. The undersigned agrees.

The underagned must commend Mr. and Mrs. Kincaid for their forthright testimony about their
terrible orded, Dr. Dunn’s open manner and candid opinion, and Dr. Bauserman's contribution to the
undersgned’ s understanding of this case. Even respondent’s Dr. MacDonad recognized before the
hearing in hisreport discussed supra that something had to have been wrong with Lauren’sbrain (an
“dtered mentd gate’) for her not to move from her position on the mattress dthough a trid he

retreated from his report because no one had seen her in an dtered mental State.

2 Dorland’s lllugtrated Medica Dictionary, 27" ed.(1988) at 94.
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The undersigned holds that when someone diesin the middle of the night, and there is sufficient
evidence to show that the person had an acute encepha opathy (e.g., credible medica interpretation of
pathologic findings and the failure to move in order to breethe, showing an dtered mentd date), the
mere fact that the contemporary records do not show clinica symptoms of a sgnificantly decreased
level of consciousness does not defeat petitioners case.

The Vaccine Act states, “Increased intracrania pressure may be aclinica feature of acute
encephaopathy in any age group.” Petitioners doctors stated that Lauren’s cerebral edema and
tongllar notching were accompanied by increased intracrania pressure, and respondent’ s Dr.
MacDondd agreed this would be consstent, dthough he read into the statutory language the
requirement that there be a pressure monitor showing increased intracrania pressure. The undersigned
does not agree. Where credible testimony such as Dr. Dunn’s and Dr. Bauserman’ s links cerebra
edemaand tonsllar notching to increased intracrania pressure, that is sufficient to persuade the
undersigned even without a pressure monitor.

Moreover, even if the undersigned agreed with respondent’s Dr. MacDondd that hypoxia
came first and then encephaopathy, and with respondent’ s Dr. Rorke that hypoxialed to cerebra
edemaaswell as heart fallure, the undersigned still does not accept Dr. Rorke' s hypothesis that the
suffocation came from Lauren’s mattress. The undersigned finds Dr. Dunn’ s testimony more credible
that in order for Lauren to have suffocated, her nose and mouth must have been sedled, and the
mattress could not do that. 1n addition, she had the ability to move around, if her reflexes had been
working properly. Respondent’s burden is to show that a known factor unrelated caused her Table

injury and death and, as Dr. MacDondd testified, he does not know what caused her hypoxia But
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assuming, arguendo, that Dr. MacDonad were correct that Lauren had hypoxiafirst for some unknown
reason, respondent would not be able to satisfy his burden of showing that a known factor unrelated to
the vaccine caused Lauren’s encephaopathy and death. 42 C.F.R. § 100.3(b)(2)(iii) states:

If ... itisnot possible to determine the cause by a preponderance of the evidence of an

encephal opathy, the encephal opathy shal be considered to be a condition set forth in

the Table.

Thus, even assuming, arguendo, that respondent’ s experts are correct that hypoxia preceded
encephaopathy (instead of the other way around, as the undersgned has found), petitioners would till
prevail because the undersigned would agree with Dr. MacDonald that the cause of the lack of oxygen
is unknown and the lack of oxygen wasintegrd to the acute encephaopathy (Dr. MacDondd
described it asavicious circle, inextricably linked). The undersgned would not agree with Dr. Rorke
that the mattress suffocated Lauren. Respondent would thusfail to satisfy his burden of showing that a
known factor unrelated to the vaccine caused Lauren’s Table encephaopathy. Asfor SIDS, beyond
Dr. Rorke s pithy observation that it is a diagnoss of the desperate, legdly, it is not a known factor
unrelated to the vaccine,® and, moreover, Dr. Rorke' s testimony that Lauren’s pathologica picture
does not judtify adiagnosis of SIDS is more credible than Dr. MacDondd' s opinion on the métter.

Dr. Rorke went to great lengths to denigrate the pathologica examination Dr. Peerwani did, but
the fact is he was there at the autopsy, he did look for suffocation and, as he explained in his report

dated October 7, 2003, he did not find any “objective forensic findings to suggest” that Lauren’'s death

was due to suffocation. Hisanayss, Dr. Dunn’s and Dr. Bauserman' s testimony, and the testimony of

3 Hessv. Secretary of HHS, No. 90-760V, 1991 WL 123577 (Ct. Cl. Spec. Mstr. June 17,

1991).
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the Kincaids persuade the undersigned that Lauren did not suffocate, that her hypoxia was part of her
Table encepha opathy which dso encompassed cerebra edema, tonsllar notching, and circulatory
dad's, severdy congesting her vitd organs, leading to deeth.

Petitioners have satisfied their burden of proving an on-Table encephaopathy which led to
Lauren’sdeath. Respondent has not satisfied his burden of proving under a causation in fact sandard
that a known factor unrelated to Lauren’ s vaccination caused in fact her encephaopathy and degth.
The undersgned ORDERS that petitioners be compensated for Lauren’s death in the amount of
$250,000.00.

CONCLUSION

Petitioners have prevailed and are entitled to an award of $250,000.00. The clerk shdl enter
judgment for petitioners and shdl direct that an award be in the form of a check made jointly payable to
petitioners and Mr. Stephen E. Haynes in the amount of $250,000.00. In the absence of amotion for
review filed pursuant to RCFC Appendix B, the clerk of the court is directed to enter judgment

herewith.*

IT ISSO ORDERED.

DATE LauraD. Millman
Specia Master

4 Pursuant to Vaccine Rule 11(a), entry of judgment can be expedited by each party’sfiling a
notice renouncing the right to seek review.
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